The CONSORT-EHEALTH checklist is intended for authors of randomized trials evaluating web-based and Internet-based applications/interventions, including mobile interventions, electronic games (incl multiplayer games), social media, certain telehealth applications, and other interactive and/or networked electronic applications. Some of the items (e.g. all subitems under item 5 -description of the intervention) may also be applicable for other study designs.
yes: all primary outcomes were significantly better in intervention group vs control partly: SOME primary outcomes were significantly better in intervention group vs control no statistically significant difference between control and intervention potentially harmful: control was significantly better than intervention in one or more outcomes inconclusive: more research is needed Other:
Overall, was the app/intervention effective? * Article Preparation Status/Stage * At which stage in your article preparation are you currently (at the time you fill in this form)
not submitted yet -in early draft status not submitted yet -in late draft status, just before submission submitted to a journal but not reviewed yet submitted to a journal and after receiving initial reviewer comments submitted to a journal and accepted, but not published yet If this is a JMIR submission, please provide the manuscript tracking number under "other" (The ms tracking number can be found in the submission acknowledgement email, or when you login as author in JMIR. If the paper is already published in JMIR, then the ms tracking number is the four-digit number at the end of the DOI, to be found at the bottom of each published article in JMIR) 1a) Does your paper address CONSORT item 1a? * I.e does the title contain the phrase "Randomized Controlled Trial"? (if not, explain the reason under "other") 1a-i) Identify the mode of delivery in the title Identify the mode of delivery. Preferably use "web-based" and/or "mobile" and/or "electronic game" in the title. Avoid ambiguous terms like "online", "virtual", "interactive". Use "Internet-based" only if Intervention includes non-web-based Internet components (e.g. email), use "computer-based" or "electronic" only if offline products are used. Use "virtual" only in the context of "virtual reality" (3-D worlds). Use "online" only in the context of "online support groups". Complement or substitute product names with broader terms for the class of products (such as "mobile" or "smart phone" instead of "iphone"), especially if the application runs on different platforms.
Does your paper address subitem 1a-i? * Copy and paste relevant sections from manuscript title (include quotes in quotation marks "like this" to #14754 subitem not at all important 1 2 3 4 5 essential subitem not at all important 1 2 3 4 5 essential 1b) ABSTRACT: Structured summary of trial design, methods, results, and conclusions NPT extension: Description of experimental treatment, comparator, care providers, centers, and indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 1a-ii) Non-web-based components or important co-interventions in title
Mention non-web-based components or important co-interventions in title, if any (e.g., "with telephone support").
Does your paper address subitem 1a-ii?
Copy and paste relevant sections from manuscript title (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 1a-iii) Primary condition or target group in the title Mention primary condition or target group in the title, if any (e.g., "for children with Type I Diabetes") Example: A Web-based and Mobile Intervention with Telephone Support for Children with Type I Diabetes: Randomized Controlled Trial Does your paper address subitem 1a-iii? * Copy and paste relevant sections from manuscript title (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study " Fully Automated Internet-Based Cognitive Behavior Therapy Intervention " Not applicable; the intervention was fully automated as stated in the title "a rural community population of adults with depression symptoms." "a Community Population of Adults with Depression Symptoms" blinding status.
subitem not at all important 1 2 3 4 5 essential subitem not at all important 1 2 3 4 5 essential 1b-i) Key features/functionalities/components of the intervention and comparator in the METHODS section of the ABSTRACT Mention key features/functionalities/components of the intervention and comparator in the abstract. If possible, also mention theories and principles used for designing the site. Keep in mind the needs of systematic reviewers and indexers by including important synonyms. (Note: Only report in the abstract what the main paper is reporting. If this information is missing from the main body of text, consider adding it) Does your paper address subitem 1b-i? * Copy and paste relevant sections from the manuscript abstract (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 1b-ii) Level of human involvement in the METHODS section of the ABSTRACT Clarify the level of human involvement in the abstract, e.g., use phrases like "fully automated" vs. "therapist/nurse/care provider/physician-assisted" (mention number and expertise of providers involved, if any). (Note: Only report in the abstract what the main paper is reporting. If this information is missing from the main body of text, consider adding it) Does your paper address subitem 1b-ii?
Copy and paste relevant sections from the manuscript abstract (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study "Internet-based cognitive behavior therapy (iCBT) interventions can reduce depression symptoms...Using no diagnostic or treatment exclusions, adults with depression symptoms were recruited from communities and randomized to the Thrive intervention group or the control group."
subitem not at all important 1 2 3 4 5 essential 1 2 3 4 5 1b-iii) Open vs. closed, web-based (self-assessment) vs. face-toface assessments in the METHODS section of the ABSTRACT Mention how participants were recruited (online vs. offline), e.g., from an open access website or from a clinic or a closed online user group (closed usergroup trial), and clarify if this was a purely web-based trial, or there were face-to-face components (as part of the intervention or for assessment). Clearly say if outcomes were self-assessed through questionnaires (as common in web-based trials). Note: In traditional offline trials, an open trial (open-label trial) is a type of clinical trial in which both the researchers and participants know which treatment is being administered. To avoid confusion, use "blinded" or "unblinded" to indicated the level of blinding instead of "open", as "open" in web-based trials usually refers to "open access" (i.e. participants can self-enrol). (Note: Only report in the abstract what the main paper is reporting. If this information is missing from the main body of text, consider adding it)
Does your paper address subitem 1b-iii?
Copy and paste relevant sections from the manuscript abstract (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 1b-iv) RESULTS section in abstract must contain use data Report number of participants enrolled/assessed in each group, the use/uptake of the intervention (e.g., attrition/adherence metrics, use over time, number of logins etc.), in addition to primary/secondary outcomes. (Note: Only report in the abstract what the main paper is reporting. If this information is missing from the main body of text, consider adding it) "...an iCBT intervention called Thrive that is designed to enhance engagement when delivered as a fully automated, stand-alone intervention..." "Using no diagnostic or treatment exclusions, adults with depression symptoms were recruited from communities using an open access website and randomized 1:1 to the Thrive intervention group or the control group."
"Participants were evaluated at baseline, and 4 and 8 weeks for the primary outcome of depression symptom severity and secondary outcome measures of anxiety symptoms, work and social adjustment, psychological resilience, and suicidal ideation using self-reports."
"delivered as a fully automated, stand-alone intervention."
subitem not at all important essential subitem not at all important 1 2 3 4 5 essential Does your paper address subitem 1b-iv?
Copy and paste relevant sections from the manuscript abstract (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 1b-v) CONCLUSIONS/DISCUSSION in abstract for negative trials Conclusions/Discussions in abstract for negative trials: Discuss the primary outcome -if the trial is negative (primary outcome not changed), and the intervention was not used, discuss whether negative results are attributable to lack of uptake and discuss reasons. (Note: Only report in the abstract what the main paper is reporting. If this information is missing from the main body of text, consider adding it)
Does your paper address subitem 1b-v?
Copy and paste relevant sections from the manuscript abstract (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study "Over the 8-week follow-up period, the intervention group (n=181) had significantly lower depression symptom severity compared to control (n=161) (P < .001) with a moderate treatment effect size (d = 0.63). Moderate to near-moderate effect sizes favoring the intervention group were observed for anxiety symptoms (P < .001; d = 0.47), work/social functioning (P < .001; d = 0.39), and resilience (P < .001; d = 0.55). Although not significant, the intervention group was 45% less likely than the control group to experience increased suicidal ideation (OR = 0.55)."
Not applicable. Results for the reported RCT were positive. "These findings suggest that the Thrive intervention was effective in reducing depression and anxiety symptom severity and improving functioning and resilience among a mostly rural community population of US adults. The effect sizes associated with Thrive were generally larger than those of other iCBT interventions delivered as a fully automated, stand-alone intervention." "Several studies of traditional face-to-face CBT and internet-based CBT (iCBT), herein defined as a class of online software applications that emulates in-person psychotherapy, have shown similar effectiveness for treating depression symptoms [16] [17] [18] ." "...Thrive, is a fully automated, stand-alone iCBT intervention designed to reduce depression symptoms using a video-based platform. The intervention incorporates classic cognitive behavior therapy themes in modules..."
INTRODUCTION
"Given the lack of evidence of iCBT depression interventions in rural US settings, the primary objective of this randomized controlled trial was to evaluate the short-term effectiveness of Thrive to reduce depression symptom severity when delivered directly to a community population of adults with depression symptoms living in one of the least densely populated states in the US [39] . Because the Thrive intervention required no clinician interaction or support for delivery and assessments, findings are likely predictive of the use and impact of the Thrive intervention in real world settings and support the promise of iCBT to address unmet mental health care needs in rural US regions." 3b) Important changes to methods after trial commencement (such as eligibility criteria), with reasons subitem not at all important "A randomized controlled trial compared the efficacy of the fully automated, stand-alone Thrive intervention to a waitlist control (WLC) in reducing depression symptoms among adults. Participants were recruited from communities across Montana and immediately randomized 1:1 to the intervention group (Thrive) or a WLC group (delayed access to Thrive until 8-week follow-up assessment) after meeting inclusion criteria and providing electronic informed consent on the study website (Multimedia Appendix A1) [40] . Participants in both groups were assessed for primary and secondary outcomes at baseline and 4-and 8-weeks post-enrollment. Enrollment occurred between September 2017 and January 2018, and all assessments were completed by April 2018."
"Suicidal ideation was added as a secondary outcome after the original protocol was developed, but prior to analyses were begun." 4a) Eligibility criteria for participants subitem not at all important 1 2 3 4 5 essential Does your paper address subitem 3b-i?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Your answer Does your paper address CONSORT subitem 4a? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 4a-i) Computer / Internet literacy Computer / Internet literacy is often an implicit "de facto" eligibility criterion -this should be explicitly clarified.
Does your paper address subitem 4a-i?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Your answer 4a-ii) Open vs. closed, web-based vs. face-to-face assessments:
Open vs. closed, web-based vs. face-to-face assessments: Mention how participants were recruited (online vs. offline), e.g., from an open access website or from a clinic, and clarify if this was a purely "Inclusion criteria included adults aged ≥18 years with mild to severe depression symptoms (PHQ-9 score >5) [38] , Montana residency, a valid email address, and regular access to broadband internet via a computer, tablet, or smartphone. At enrollment, potential participants who indicated recent suicidal ideation (PHQ-9 item 9 score >0), were asked to confirm they could stay safe, and those responding they could not were considered ineligible...All participants were informed that they were free to obtain and use any additional care available throughout their participation in the trial. "
subitem not at all important 1 2 3 4 5 essential subitem not at all important 1 2 3 4 5 essential web-based trial, or there were face-to-face components (as part of the intervention or for assessment), i.e., to what degree got the study team to know the participant. In online-only trials, clarify if participants were quasi-anonymous and whether having multiple identities was possible or whether technical or logistical measures (e.g., cookies, email confirmation, phone calls) were used to detect/prevent these.
Does your paper address subitem 4a-ii? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 4a-iii) Information giving during recruitment Information given during recruitment. Specify how participants were briefed for recruitment and in the informed consent procedures (e.g., publish the informed consent documentation as appendix, see also item X26), as this information may have an effect on user self-selection, user expectation and may also bias results.
Does your paper address subitem 4a-iii?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study "Participants were recruited using community fliers, public service announcements, local newspapers advertisements, newsletters, and community social media sites. The study was also promoted through select state organization email listservs, large employers, local healthcare providers, Facebook, a Craigslist community page, and through Montana State University Extension faculty communications with their respective counties. All methods directed potential participants to a study website which informed potential applicants about the study expectations, determined their eligibility, and guided those eligible through the informed consent, randomization and assessment process [40] ." 4b) Settings and locations where the data were collected subitem not at all important 1 2 3 4 5 essential Does your paper address CONSORT subitem 4b? *
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 4b-i) Report if outcomes were (self-)assessed through online questionnaires Clearly report if outcomes were (self-)assessed through online questionnaires (as common in webbased trials) or otherwise.
Does your paper address subitem 4b-i? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional See Multimedia Appendix A1 for ICF.
"Participants were recruited using community fliers, public service announcements, local newspapers advertisements, newsletters, and community social media sites. The study was also promoted through select state organization email listservs, large employers, local healthcare providers, Facebook, a Craigslist community page, and through Montana State University Extension faculty communications with their respective counties. All methods directed potential participants to a study website which informed potential applicants about the study expectations, determined their eligibility, and guided those eligible through the informed consent, randomization and assessment process [40] ." "Participants were recruited from communities across Montana... All methods directed potential participants to a study website which informed potential applicants about the study expectations, determined their eligibility, and guided those eligible through the informed consent, randomization and assessment process [40] ."
subitem not at all important Does your paper address subitem 5-i?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study "All outcomes were assessed using online self-reported, validated measures automatically administered by the study online access portal." 
5-ii) Describe the history/development process
Describe the history/development process of the application and previous formative evaluations (e.g., focus groups, usability testing), as these will have an impact on adoption/use rates and help with interpreting results.
Does your paper address subitem 5-ii?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Your answer
5-iii) Revisions and updating
Revisions and updating. Clearly mention the date and/or version number of the application/intervention (and comparator, if applicable) evaluated, or describe whether the intervention underwent major changes during the evaluation process, or whether the development and/or content was "frozen" during the trial. Describe dynamic components such as news feeds or changing content which may have an impact on the replicability of the intervention (for unexpected events see item 3b).
"Intervention Group
Thrive is a fully automated, stand-alone, individually tailored iCBT intervention for depression developed by Waypoint Health Innovations [42] ."
In 
5-vi) Digital preservation
Digital preservation: Provide the URL of the application, but as the intervention is likely to change or disappear over the course of the years; also make sure the intervention is archived (Internet Archive, webcitation.org, and/or publishing the source code or screenshots/videos alongside the article). As pages behind login screens cannot be archived, consider creating demo pages which are accessible without login.
Does your paper address subitem 5-vi?
5-vii) Access
Access: Describe how participants accessed the application, in what setting/context, if they had to pay (or were paid) or not, whether they had to be a member of specific group. If known, describe how participants obtained "access to the platform and Internet" [1]. To ensure access for editors/reviewers/readers, consider to provide a "backdoor" login account or demo mode for reviewers/readers to explore the application (also important for archiving purposes, see vi).
Does your paper address subitem 5-vii? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 5-viii) Mode of delivery, features/functionalities/components of the intervention and comparator, and the theoretical framework Any individuals meeting eligibility criteria accessed the study website using a smartphone, computer, or tablet from any location with internet access. All assessments were completed on the study website. Automated email reminders alerted participants when an assessment was due. "A $25 Amazon gift code was sent following completion of each assessment...Participants accessed the intervention with a web browser or mobile application."
subitem not at all important Does your paper address subitem 5-viii? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 5-ix) Describe use parameters Describe use parameters (e.g., intended "doses" and optimal timing for use). Clarify what instructions or recommendations were given to the user, e.g., regarding timing, frequency, heaviness of use, if any, or was the intervention used ad libitum.
Does your paper address subitem 5-ix?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Your answer "Thrive is a fully automated, stand-alone, individually tailored iCBT intervention for depression developed by Waypoint Health Innovations [41] . Participants accessed the intervention with a web browser or mobile application. Intervention content is largely delivered by video with minimal text and employs three structured interactive modules focused on behavioral activation, cognitive restructuring, and social skills training CBT techniques. Based on user input and usage patterns, the intervention uses algorithms to personalize feedback and tailor user progression through each therapeutic modality."
subitem not at all important 1 2 3 4 5 essential 5-x) Clarify the level of human involvement Clarify the level of human involvement (care providers or health professionals, also technical assistance) in the e-intervention or as co-intervention (detail number and expertise of professionals involved, if any, as well as "type of assistance offered, the timing and frequency of the support, how it is initiated, and the medium by which the assistance is delivered". It may be necessary to distinguish between the level of human involvement required for the trial, and the level of human involvement required for a routine application outside of a RCT setting (discuss under item 21 -generalizability).
Does your paper address subitem 5-x?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 5-xi) Report any prompts/reminders used Report any prompts/reminders used: Clarify if there were prompts (letters, emails, phone calls, SMS) to use the application, what triggered them, frequency etc. It may be necessary to distinguish between "Thrive is a fully automated, stand-alone, individually tailored iCBT intervention for depression developed by Waypoint Health Innovations [41] ." "...All outcomes were assessed using online self-reported, validated measures automatically administered by the study website."
"A randomized controlled trial compared the efficacy of the fully automated, stand-alone Thrive intervention to a waitlist control (WLC) in reducing depression symptoms among adults."
"Participants were recruited using community fliers, public service announcements, local newspapers advertisements, newsletters, and community social media sites. The study was also promoted through select state organization email listservs, large employers, local healthcare providers, Facebook, a Craigslist community page, and through Montana State University Extension faculty communications with their respective counties. All methods directed potential participants to a study website which informed potential applicants about the study expectations, determined their eligibility, and guided those eligible through the informed consent, randomization and assessment process [40] ."
"Participants completed study assessments on the study website at baseline, 4-and 8-weeks. Automated email reminders were sent when each assessment was due with 2 additional follow-up automated reminder emails sent within 7 days to those who had not completed the assessment."
See Multimedia Appendix A4 for the automated safety protocols in the study website and Thrive intervention.
subitem not at all important 1 2 3 4 5 essential the level of prompts/reminders required for the trial, and the level of prompts/reminders for a routine application outside of a RCT setting (discuss under item 21 -generalizability).
Does your paper address subitem 5-xi? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study "Automated email reminders were sent when each assessment was due with 2 additional follow-up automated reminder emails sent within 7 days to those who had not completed the assessment. If the participant did not complete the scheduled assessment within a 10-day window, data were considered lost to follow-up for that assessment."
"The control group received a link to general depression information at the National of Institute of Mental Health [43] . Participants were provided a link to Montana's National Alliance on Mental Illness resource page [44] . Participants were provided an email address for reporting of any adverse experiences or events."
"When study applicants endorsed having at least some suicidal ideation (PHQ-9 item 9 score > 0) at study enrollment, the study website displayed multiple sources of immediate help (Multimedia Appendix A4) and asked applicants to declare whether they were sure they could stay safe. Applicants answering that question negatively were considered ineligible to participate in the study. Notably, no applicants reported they could not stay safe. Regardless of the response to the "stay safe" question, the study website prompted the individual to seek help and provided the same sources of help described in Multimedia Appendix A4. If an enrolled participant indicated s/he had at least some suicidal ideation during 4-or 8-week assessments (PHQ-9 item 9 score > 0), the study website immediately prompted the individual to seek help and provided the same sources of help described in Multimedia Appendix A4. Additionally, the Thrive intervention directed individuals with PHQ-9 scores ≥ 20 at any assessment and those with PHQ-9 scores ≥ 10 on the third assessment to seek help from a doctor. A thorough description of all safety measured used is described in Multimedia Appendix A4."
subitem not at all important 1 2 3 4 5 essential 6a) Completely defined pre-specified primary and secondary outcome measures, including how and when they were assessed subitem not at all important 1 2 3 4 5 essential in addition to the targeted eHealth intervention, as ehealth intervention may not be designed as standalone intervention. This includes training sessions and support [1] . It may be necessary to distinguish between the level of training required for the trial, and the level of training for a routine application outside of a RCT setting (discuss under item 21 -generalizability.
Does your paper address subitem 5-xii? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Does your paper address CONSORT subitem 6a? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 6a-i) Online questionnaires: describe if they were validated for online use and apply CHERRIES items to describe how the questionnaires were designed/deployed If outcomes were obtained through online questionnaires, describe if they were validated for online use and apply CHERRIES items to describe how the questionnaires were designed/deployed [9] .
Not applicable to this study. The intervention was fully automated and was compared to a wait list control.
"The primary outcome measure was participants' self-reported depression symptom severity PHQ-9 score at 8-weeks. Pre-specified secondary outcomes included: anxiety symptom severity, daily functioning, and resilience. Suicidal ideation was added as a secondary outcome after the original protocol was developed, but prior to analyses were begun."
subitem not at all important 
Does your paper address subitem 6a-ii?
Copy and paste relevant sections from manuscript text 6a-iii) Describe whether, how, and when qualitative feedback from participants was obtained Describe whether, how, and when qualitative feedback from participants was obtained (e.g., through emails, feedback forms, interviews, focus groups).
Does your paper address subitem 6a-iii?
Copy and paste relevant sections from manuscript text "The PHQ-9 (depression symptoms), GADS-7 (anxiety symptoms), and WSAS-5 (functioning) correlate well with clinician-administered instruments [37, 68, 69] and are sensitive to interventional effects [46, 70, 71] ."
"Participants randomized to the intervention group completed a mean of 8.7 lessons...Each module consists of 10 lessons and there is an introduction lesson that offers suggestions for choice of a first module (31 total lessons)."
"Participants were provided an email address for reporting of any adverse experiences or events." Does your paper address subitem 7a-i?
Copy and paste relevant sections from manuscript title (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study "Suicidal ideation was added as a secondary outcome after the original protocol was developed, but prior to analyses were begun."
"The sample size calculation anticipated a dropout rate of ~49% within the first 4 weeks (period designating an evaluable subject) after enrollment, based on prior, similar studies of the Thrive intervention. Thus, 459 participants were to be enrolled to allow for the expected rate of attrition with the intent of capturing a range of evaluable data for 234 participants." 8a) Method used to generate the random allocation sequence NPT: When applicable, how care providers were allocated to each trial group 8b) Type of randomisation; details of any restriction (such as blocking and block size) 9) Mechanism used to implement the random allocation sequence (such as sequentially numbered containers), describing any steps taken to conceal the sequence until interventions were assigned Does your paper address CONSORT subitem 7b? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Does your paper address CONSORT subitem 8a? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Does your paper address CONSORT subitem 8b? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Does your paper address CONSORT subitem 9? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study
Not applicable
Programmed random selection 1:1 into the assessment system was used to randomize participants.
No block methods were used. Randomization was performed using programmed random selection 1:1.
10) Who generated the random allocation sequence, who enrolled participants, and who assigned participants to interventions 11a) If done, who was blinded after assignment to interventions (for example, participants, care providers, those assessing outcomes) and how NPT: Whether or not administering co-interventions were blinded to group assignment subitem not at all important 1 2 3 4 5 essential Does your paper address CONSORT subitem 10? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 11a-i) Specify who was blinded, and who wasn't Specify who was blinded, and who wasn't. Usually, in web-based trials it is not possible to blind the participants [1, 3] (this should be clearly acknowledged), but it may be possible to blind outcome assessors, those doing data analysis or those administering co-interventions (if any).
Does your paper address subitem 11a-i? *
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study
The assessment portal used programmed random selection 1:1.
"All methods directed potential participants to a study website which informed potential applicants about the study expectations, determined their eligibility, and guided those eligible through the informed consent, randomization and assessment process."
Blinding was not possible as the study was fully automated and participants were aware of their assigned treatment group. 11a-ii) Discuss e.g., whether participants knew which intervention was the "intervention of interest" and which one was the "comparator"
Informed consent procedures (4a-ii) can create biases and certain expectations -discuss e.g., whether participants knew which intervention was the "intervention of interest" and which one was the "comparator".
Does your paper address subitem 11a-ii?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 12a-i) Imputation techniques to deal with attrition / missing values Imputation techniques to deal with attrition / missing values: Not all participants will use the intervention/comparator as intended and attrition is typically high in ehealth trials. Specify how participants who did not use the application or dropped out from the trial were treated in the statistical analysis (a complete case analysis is strongly discouraged, and simple imputation techniques such as LOCF may also be problematic [4]).
Does your paper address subitem 12a-i? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Does your paper address CONSORT subitem 12b? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study "Outcomes were assessed at baseline and at 4 and 8 weeks. The change over time in each continuous outcome and in suicidal ideation was compared between the intervention and control groups using a linear mixed model analysis of repeated measures and an ordinal logistic regression model within a Generalized Estimating Equation (GEE) framework, respectively. A separate model was conducted on each outcome measure. Each model contained fixed effects terms for treatment (intervention vs. control), time, treatment × time interaction, and respective baseline measure (prior to the intervention) as a covariate. Receiving therapy for depression (yes/no) at baseline assessment was also included as a covariate in each model. Least squares (LS) means (adjusted treatment means) and adjusted odds ratios (OR) were estimated as part of the mixed model and ordinal logistic model, respectively, to interpret the treatment effect. For the ordinal logistic regression, the cumulative probabilities were modeled over the higher-ordered suicidal ideation scale scores (more suicidal ideation). Statistical analyses were performed using SAS software, version 9.4 (SAS Institute, Inc., Cary, NC, USA). Maximum likelihood estimators allow efficient parameter estimation using only available data under an assumption of missing at random [48] [49] [50] . The level of significance was set at α = 0.05 (two-tailed) and the Bonferroni method was implemented to control false positives over the multiple tests. The 95% confidence intervals for the point estimates of treatment group effects were also adjusted to match the Bonferroni adjustment to significance levels in the corresponding test. A priori evaluable sample size for a statistical power of 80% was estimated (Multimedia Appendix A6)."
"Maximum likelihood estimators allow efficient parameter estimation using only available data under an assumption of missing at random [48] [49] [50] ."
"The level of significance was set at α = 0.05 (two-tailed) and the Bonferroni method was implemented to control false positives over the multiple tests. 
Does your paper address subitem X26-ii?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study "The Montana State University Institutional Review Board approved the protocol and all related materials (#MS033017-FC) prior to study initiation."
Multimedia Applendix A1 contains the electronic informed consent form used in the study.
"All participants provided electronic informed consent prior to study participation."
subitem not at all important 1 2 3 4 5 essential RESULTS 13a) For each group, the numbers of participants who were randomly assigned, received intended treatment, and were analysed for the primary outcome NPT: The number of care providers or centers performing the intervention in each group and the number of patients treated by each care provider in each center X26-iii) Safety and security procedures Safety and security procedures, incl. privacy considerations, and any steps taken to reduce the likelihood or detection of harm (e.g., education and training, availability of a hotline) Does your paper address subitem X26-iii?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Multimedia Appendix A4 contains a detailed description of the safety protocol used in the study.
"When study applicants endorsed having at least some suicidal ideation (PHQ-9 item 9 score > 0) at study enrollment, the study website displayed multiple sources of immediate help (Multimedia Appendix A4) and asked applicants to declare whether they were sure they could stay safe. Applicants answering that question negatively were considered ineligible to participate in the study. Notably, no applicants reported they could not stay safe. Regardless of the response to the "stay safe" question, the study website prompted the individual to seek help and provided the same sources of help described in Multimedia Appendix A4. If an enrolled participant indicated s/he had at least some suicidal ideation during 4-or 8-week assessments (PHQ-9 item 9 score > 0), the study website immediately prompted the individual to seek help and provided the same sources of help described in Multimedia Appendix A4. Additionally, the Thrive intervention directed individuals with PHQ-9 scores ≥ 20 at any assessment and those with PHQ-9 scores ≥ 10 on the third assessment to seek help from a doctor. A thorough description of all safety measured used is described in Multimedia Appendix A4." 13b) For each group, losses and exclusions after randomisation, together with reasons subitem not at all important 1 2 3 4 5 essential Does your paper address CONSORT subitem 13a? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Does your paper address CONSORT subitem 13b? (NOTE: Preferably, this is shown in a CONSORT flow diagram) * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 13b-i) Attrition diagram Strongly recommended: An attrition diagram (e.g., proportion of participants still logging in or using the intervention/comparator in each group plotted over time, similar to a survival curve) or other figures or tables demonstrating usage/dose/engagement. "In total, 463 participants were enrolled, and of these, 109 were deemed fraudulent identities and their data were removed prior to analyses (Multimedia Appendix A2)... The final analytic sample included 343 participants (intervention = 181; control = 162) of which 86 of the 343 (25%) participants did not complete any follow-up assessments (Multimedia Appendices A2 and A3)." Multimedia Appendix A3 shows the CONSORT diagram of study participants. Multimedia Appendix A2 describes the methods used to identify fraudulent participants.
"The final analytic sample included 343 participants (intervention = 181; control = 162) of which 86 of the 343 (25%) participants did not complete any follow-up assessments (Multimedia Appendices A2 and A3)." Multimedia Appendix A3 shows the CONSORT diagram of study participants. Multimedia Appendix A2 describes the methods used to identify fraudulent participants who were excluded from analyses. Does your paper address subitem 13b-i?
Copy and paste relevant sections from the manuscript or cite the figure number if applicable (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Your answer Does your paper address CONSORT subitem 14a? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 14a-i) Indicate if critical "secular events" fell into the study period Indicate if critical "secular events" fell into the study period, e.g., significant changes in Internet resources available or "changes in computer hardware or Internet delivery resources" Does your paper address subitem 14a-i?
Your answer
Does your paper address CONSORT subitem 14b? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Does your paper address subitem 15-i? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Not applicable.
"Participant baseline characteristics are described in Table 1 ."
"Most participants were married (58%), employed or in school (77%), had some higher education (92%), and lived in rural regions (84%). Fifty-nine percent of participants were receiving medication, psychosocial therapy, or other treatment for depression or anxiety at baseline."
subitem not at all important 1 2 3 4 5 essential subitem not at all important 1 2 3 4 5 essential 16-i) Report multiple "denominators" and provide definitions Report multiple "denominators" and provide definitions: Report N's (and effect sizes) "across a range of study participation [and use] thresholds" [1], e.g., N exposed, N consented, N used more than x times, N used more than y weeks, N participants "used" the intervention/comparator at specific pre-defined time points of interest (in absolute and relative numbers per group). Always clearly define "use" of the intervention.
Does your paper address subitem 16-i? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study
16-ii) Primary analysis should be intent-to-treat
Primary analysis should be intent-to-treat, secondary analyses could include comparing only "users", with the appropriate caveats that this is no longer a randomized sample (see 18-i).
Does your paper address subitem 16-ii?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Methods: "The final analytic sample included 343 participants (intervention = 181; control = 162) of which 86 of the 343 (25%) participants did not complete any follow-up assessments."
Tables 1 and 2 describe the analyzed population. "The final analytic sample included 343 participants (intervention = 181; control = 162) of which 86 of the 343 (25%) participants did not complete any follow-up assessments."
"Maximum likelihood estimators allow efficient parameter estimation using only available data under an assumption of missing at random [48] [49] [50] ." 17a) For each primary and secondary outcome, results for each group, and the estimated effect size and its precision (such as 95% confidence interval) subitem not at all important 1 2 3 4 5 essential 17b) For binary outcomes, presentation of both absolute and relative effect sizes is recommended Does your paper address CONSORT subitem 17a? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 17a-i) Presentation of process outcomes such as metrics of use and intensity of use
In addition to primary/secondary (clinical) outcomes, the presentation of process outcomes such as metrics of use and intensity of use (dose, exposure) and their operational definitions is critical. This does not only refer to metrics of attrition (13-b) (often a binary variable), but also to more continuous exposure metrics such as "average session length". These must be accompanied by a technical description how a metric like a "session" is defined (e.g., timeout after idle time) [1] (report under item 6a).
Does your paper address subitem 17a-i?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Tables 3 and 4 contain results for primary and secondary outcomes including effect sizes and application of the Bonferroni method to control for false positives over multiple tests: "The 95% confidence intervals for the point estimates of treatment group effects were also adjusted to match the Bonferroni adjustment to significance levels in the corresponding test."
"Participants randomized to the intervention group completed a mean of 8.7 lessons."
18) Results of any other analyses performed, including subgroup analyses and adjusted analyses, distinguishing prespecified from exploratory subitem not at all important 1 2 3 4 5 essential Does your paper address CONSORT subitem 17b? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Does your paper address CONSORT subitem 18? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study
18-i) Subgroup analysis of comparing only users
A subgroup analysis of comparing only users is not uncommon in ehealth trials, but if done, it must be stressed that this is a self-selected sample and no longer an unbiased sample from a randomized trial (see 16-iii).
Does your paper address subitem 18-i?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Not applicable Tables 3 and 4 and Multimedia Appendix A9, reporting outcomes, show adjusted P-values and adjusted 95% Confidence Intervals (adjusted using the Bonferroni method). "The level of significance was set at α = 0.05 (two-tailed) and the Bonferroni method was implemented to control false positives over the multiple tests. The 95% confidence intervals for the point estimates of treatment group effects were also adjusted to match the Bonferroni adjustment to significance levels in the corresponding test." Does your paper address subitem 22-ii?
Not done
20-i) Typical limitations in ehealth trials
Typical limitations in ehealth trials: Participants in ehealth trials are rarely blinded. Ehealth trials often look at a multiplicity of outcomes, increasing risk for a Type I error. Discuss biases due to non-use of the intervention/usability issues, biases through informed consent procedures, unexpected events.
"This study evaluated the effectiveness of a fully automated, stand-alone, video-centric iCBT intervention (Thrive) for reducing depression symptom severity among adults residing in Montana. The design incorporated features of practical, pragmatic, and community-based effectiveness trials: liberal inclusion criteria (mild to severe depression symptoms), allowance for any past and concurrent treatments, and broad (symptom, functional, and resilience) outcomes. Over 8 weeks, depression symptom severity (primary outcome) in the Thrive intervention group was significantly reduced compared with the control group. Additionally, the Thrive intervention group showed significant improvements in anxiety symptoms, work and social functioning, and resilience compared with the control group." "...the make-up of the recruited study population, with high a proportion of female (85%) and white (93%) participants with at least some education post-high school (69%) limits its generalizability."
"The relatively high percentage (23.5%) of fraudulent participants identified... "... it was underpowered to detect meaningful difference in the post-hoc assessment of suicidal ideation as only 41% of subjects experienced suicidality at baseline..." "...Finally, as a community-based trial, these findings cannot be generalized to clinical settings."
subitem not at all important 1 2 3 4 5 essential OTHER INFORMATION 23) Registration number and name of trial registry indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study 21-ii) Discuss if there were elements in the RCT that would be different in a routine application setting Discuss if there were elements in the RCT that would be different in a routine application setting (e.g., prompts/reminders, more human involvement, training sessions or other co-interventions) and what impact the omission of these elements could have on use, adoption, or outcomes if the intervention is applied outside of a RCT setting.
Does your paper address subitem 21-ii?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study "The design of this study supports the generalizability of its findings in community settings. First, the minimal eligibility restrictions indicate the potential applicability of the Thrive intervention in general populations outside of the controlled research setting" "Second, omitting clinician-administered diagnostic evaluations, as used in several iCBT studies [58, [60] [61] [62] , allows for broader generalizability to community settings."
"The study eligibility, which omitted the need for a depressive disorder diagnosis, and included participants across the full range of depression symptom severity increases the study's generalizability."
"The design of this study supports the generalizability of its findings in community settings.."
"..the study offered monetary incentives for 4-and 8-week survey completion, which are associated with greater response in electronic questionnaires [66] , and retention rates [67] , which limits conclusions about uptake of Thrive in non-research settings." "...Finally, as a community-based trial, these findings cannot be generalized to clinical settings." 24) Where the full trial protocol can be accessed, if available 25) Sources of funding and other support (such as supply of drugs), role of funders X27) Conflicts of Interest (not a CONSORT item) Does your paper address CONSORT subitem 23? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Does your paper address CONSORT subitem 24? * Cite a Multimedia Appendix, other reference, or copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study Does your paper address CONSORT subitem 25? * Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study X27-i) State the relation of the study team towards the system being evaluated
In addition to the usual declaration of interests (financial or otherwise), also state the relation of the Does your paper address subitem X27-i?
Copy and paste relevant sections from the manuscript (include quotes in quotation marks "like this" to indicate direct quotes from your manuscript), or elaborate on this item by providing additional information not in the ms, or briefly explain why the item is not applicable/relevant for your study As a result of using this checklist, did you make changes in your manuscript? * What were the most important changes you made as a result of using this checklist? STOP -Save this form as PDF before you click submit How much time did you spend on going through the checklist INCLUDING making changes in your manuscript * As a result of using this checklist, do you think your manuscript has improved? * Would you like to become involved in the CONSORT EHEALTH group?
This would involve for example becoming involved in participating in a workshop and writing an "Explanation and Elaboration" document Any other comments or questions on CONSORT EHEALTH
We made minor revisions to more clearly describe a handful of items listed in this form. 8 hours -far too long and significantly longer than typical CONSORT checklists; also, the form did not allow complete answers due to a restriction on response length.
It would be EXTREMELY helpful if the information could be saved before it is submitted so individuals could work on the document at different times.
To generate a record that you filled in this form, we recommend to generate a PDF of this page (on a Mac, simply select "print" and then select "print as PDF") before you submit it.
When you submit your (revised) paper to JMIR, please upload the PDF as supplementary file.
Don't worry if some text in the textboxes is cut off, as we still have the complete information in our database. Thank you! 
